ET FAERS iEEZRS n i ELERERBENRES

I, BB (MR I LEER R, W T 315012)

WE: B A T#£BE FDA R R FMH4R%E &% (FDA Adverse Event Reporting System, FAERS) 23 4248 5 547 #7 £ )L
A% R MBS 69 R B (adverse event, AE)15%5 . F53& 1£JA OpenVigil 2.1-MedDRA 4 #%-F &, ¥4 FAERS 445 &
T 2004 5 1 FE2024 5% 1 FEDEMBENS A G ZWMEH MR AE RS, KA ] K P 6 e 3R A A
(proportional reporting ratio, PRR) % #=4R % YA It (reporting odds ratio, ROR) k#4742, B A ( BFRE ¥ A5
) 261 F “HHRRRAEKRELE” 19 F ik K& (preferred terminology, PT) A= & it A 4L £ B 4 £ (system organ
classification, SOC) *#t424fk 3| o4 R4z 5 /T K fedbif . R KL A IUE A B HE G 69 25 7 B F 4 (adverse
drug event, ADE) k4% 622 #, # & 223 NPT, L#H& $eARZ LB, %2, ¥H; @it PRR 4= ROR it F A 5F
G IRAF 43 A~ ADE 125, HEF ADEAZ 5 3484e Ta7 34249 PT 53 A AILZ A A )b | #14ILe3h
id%%, ADE 25584 (PRR %) 4L T 34569 PT o A A#AILZ A "FARZBABR Y o dr AL S RIS, 5
WA B B P, A 17 A ADE A2 5 # RAHLAA Bk, e RAAE Lamam, HraLe ., BILFRFIEE; F &
10 A4#789 SOC, A h Bk BAZFHR LR, &G WAERBARLBILEATR L, EMHFREEFRIE, KRB L THRE
Fm, SERBA . PERBEF LR, SENERGRB, R, FHRAAE SR, RBATREERRK, BWAL
F, RREAKRERGERR, i AT FAERS #E & AEZ 50428 B 7, #4A)LIGEREAFHHASH, h7T £EH
PR R R RSN, AR KRS AR, AL T, BILRRH A, oA R ALK Y A AL iR
FRIAF R BT, RE LA G L4,

KEEIA: HEIL; BRI 5T RF RS

PEIES: RI6Y.3 SERIRSS: B NEHES: 1007-7693(2024)24-3462-08

DOI: 10.13748/j.cnki.issn1007-7693.20242352

SIAARST: £, kB KT FAERS #4038 B A28 5 547 37 £ UL R 2 i Bk g 42 5 [J]. F B IR 5 A 25 5, 2024,
41(24): 3462-3469.

Risk Signals for Neonatal Use of Poractant Alfa Based on FAERS Database Mining and Analysis

LI Shanshan, SHEN Longhui (Department of Pharmacy, Women and Children's Hospital Affiliated to Ningbo University,
Ningbo 315012, China)

ABSTRACT: OBJECTIVE To mine and analyse adverse event(AE) signals for neonatal use of poractant alfa based on the FDA
Adverse Event Reporting System(FAERS) database. METHODS  AE reports related to poractant alfa as the primary suspected
drug collected from the FAERS database from Q1 2004 to QI 2024 using the OpenVigil 2.1-MedDRA data platform. The
proportional reporting ratio(PRR) method and reporting odds ratio(ROR) method were used for data mining. The mined risk signals
were classified and described using the preferred terminology(PT) and preferred system organ classification(SOC) of the "Adverse
Drug Reaction Terminology Set" in the International Dictionary of Medical Terminology(version 26.1). RESULTS A total of 622
adverse drug event(ADE) reports involving 223 PT signals were collected for neonatal use of poractant alfa. The countries with a
higher number of reported cases were the United States, Poland, and China. A total of 43 ADE positive signals were obtained after
calculation and screening for exclusion by PRR and ROR methods. Among them, the ADE signals with signal frequency in the top 3
were neonatal hypoxia, neonatal pulmonary haemorrhage, and neonatal bradycardia. The top 3 PTs in terms of ADE signal intensity
(PRR method) were neonatal hypoxia, end-tidal CO, decreased and cardio-respiratory arrest neonatal. In comparison with the
poractant alfa specification, 17 ADE signals were not yet included in the specification, such as ill-defined disorder, death neonatal,
and infantile apnoea; there were 10 new SOCs, including infections and infestations, general disorders and administration site
conditions, surgical and medical procedures, skin and subcutaneous tissue disorders, injury, poisoning and procedural complications,
nervous system disorders, pregnancy, puerperium and perinatal conditions, gastrointestinal disorders, vascular disorders.
CONCLUSION Based on the mining of AE signals in the FAERS database, it is shown that when using poractant alfa in clinical
practice for neonatal, in addition to paying attention to adverse reactions recorded in the instructions, attention should also be paid to
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ill-defined disorder, death neonatal , infantile apnoea, end-tidal CO, decreased and cardio-respiratory arrest neonatal and other

adverse events to ensure the safety of neonatal medication.

KEYWORDS: neonatal; poractant alfa; adverse drug events; risk signals
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Tab.2 Calculation formulas and thresholds for PRR and
ROR methods

=3 JWE ik ADE & EAE B (n=622)
Tab.3 Basic information on the ADE reports for poractant
alfa(n=622)
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R @ ” be 'S 82 13.18
SE (InROR) = (% + é + % + %) PNl 402 64.63
A ERE EHE 146 23.47
95%Cl=c 0V é%%*é) W 133 2138
hiE 78 12.54
RRR7% KR Z;EZ:Z; a=3HPRR=>2H >4 e 46 740
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Y i % fg ADE & SR # 7 (R 20 fx)
Tab. 4 Sequencing of ADE reports for poractant alfa(top 20)

HEAE HIERGAH 2 (CReL b7 FeBIAR A LA IR O0) e HAB LR (95%CT)
B JLZH L2 ES2 N e TR R 93 5801.96(433 576.12) 7 157.46(5 596.84, 9 153.24)
AR L L i L ES N N R 62 376.43(22 880.11) 430.69(329.42, 563.08)
HHE LD BT 22 O E B 41 1 462.15(55 206.76) 1595.28(1 149.00, 2214.88)
AR E AP A Ep PR B 25 250 R S RE 37 23.69(783.22) 25.54(18.26, 35.71)
A LA WP AR ST M KA B 33 109.27(3 527.04) 117.07(82.16, 166.79)
BT LR e 0y L2 E32 N e TR 31 21.17(597.03) 22.53(15.66, 563.08)
B LAET A2 BB B 2 2L A R SR 28 720.54(18 866.99) 764.06(519.09, 1124.63)
LI A= L2 ES2 N Ve R R 26 1 439.84(34 012.37) 1520.29(1 013.43, 2 280.65)
SRR RAE BRI PREBARMEIF AR 23 1921.14(39 243.27) 2015.50(1 306.41, 3109.48)
AL L2 ES2 N e R 17 982.55(15 112.28) 1017.76(621.72, 1 666.06)
i et= A L2 &3 e R 17 37.70(570.83) 39.01(24.04, 63.31)
A Uiz s i KRME RGP 12 1 164.87(12 247.65) 1194.03(664.77, 2144.67)
REMRE R LR EN: N V&N 11 548.73(5 361.98) 561.28(306.80, 1 026.86)
B A L N B CERS BB 10 4743.74(36 000.72) 4 842.34(2449.20, 9573.86)
A L TR K ARG P 10 1 698.77(14 343.41) 1734.07(908.34, 3310.44)
B L JEURI . 7RI R AR L 9 196.08(1 545.22) 199.72(103.03, 387.17)
AR AR HRA A 8 8.77(47.66) 8.90(4.43, 17.90)
i Uz TR R ARG PN 7 328.35(1 943.51) 333.08(157.19, 705.79)
TR ML L ES S PN R 7 131.44(776.39) 133.32(63.10, 281.70)
BLEFEAR® W e =S 6 222.17(1 099.45) 224.90(100.19, 504.86)

TE: RGBSR BRI R .

Note: “represented adverse reactions of drugs not included in the drug instructions.
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Fig. 2 Frequency distribution of ADE reports for poractant alfa(top 20)

RS JEABEIE AE 55 R EHT (% PRR # /7l 20 fL)
Tab.5 Sequencing of signal intensity of AE to poractant alfa(top 20 of PRR)

HEATE LRGN E (ERET b8 et LA 2:(r) Hieth HAH H 7 (95%CT)
FrELZ A MRS M SN BRESEE 93 5801.96(433 576.12) 7157.46(5 596.84, 9 153.24)
AR — S A KRA A 3 5387.53(9 239.07) 5420.65(1 552.85, 18922.24)
HA L ERT IR R CERR B P 10 4743.74(36 000.72) 4 842.34(2449.20, 9 573.86)
SR T KA 5 3491.92(12 409.64) 3527.84(1 378.56, 9 028.00)
Bk LB A 4 TR R AR Y PR 3 2 600.88(4 905.92) 2616.86(794.51, 8619.10)
B L in? M55 5k BV 2P0 3 2095.15(4 024.474) 2108.03(647.01, 6 868.20)
SEREIT RO B T MEREIT R 23 1921.14(39 243.27) 2015.50(1 306.41, 3109.48)
BrHE LAt 52° TR B ARSI 10 1 698.77(14 343.41) 1 734.07(908.34, 3 310.44)
B Lot 22 DA BB 41 1 462.15(55 206.76) 1595.28(1 149.00, 2214.88)
PYINGRS R WP RGE . M R 26 1439.84(34 012.37) 1520.29(1 013.43, 2 280.65)
i S 1 Pl A 2 i MRS . B SN FRSER 3 1300.44(2 571.23) 1.308.43(408.58, 4190.07)
A U P HA e BRMARG PR 12 1 164.87(12 247.65) 1194.03(664.77, 2 144.67)
S BRB . B BRI AE 3 1 160.39(2 306.03) 1167.52(365.70, 3 727.37)
B LA W RS i K RPN 17 982.55(15 112.28) 1017.76(621.72, 1 666.06)
A JLBET St g e/ PN e ARSI 28 720.54(18 866.99) 764.06(519.09, 1124.63)
HREMEE R WP RGE . M R 11 548.73(5 361.98) 561.28(306.80, 1026.86)
AR AR IR 1 Sk SR 4 427.95(1 281.79) 431.453(159.95, 1163.80)
B LI il MR RS, M S R 62 376.43(22 880.11) 430.69(329.42, 563.08)
L LBRTEE® SR R ARG 7 328.35(1 943.51) 333.08(157.19, 705.79)
A LIRBEME N 45 T VB 3 302.91(618.63) 304.77(97.29, 954.71)

T R U ARBCRAA R R

Note: °represented adverse reactions of drugs not included in the drug instructions.

3466 - Chin J Mod Appl Pharm, 2024 December, Vol.41, No.24 AR E R 255 2024 4F 12 A5 41 555 24 1Y)



R 6 MR IE ADE 4t & 2 X # SOC
Tab. 6 SOC of poractant alfa-related ADE signals
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Note: "represented adverse reactions of drugs not included in the drug instructions.
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